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REMARKS 

Claims 34-106 are currently pending in the present application. Of these claims, 36-37, 
40-48, 57-58, 61, 69, 76-96 and 100 have been cancelled, without prejudice to their re-filing in a 
divisional application, to put the present application in condition for allowance. This leaves 
Claims 34-35, 38-39, 49-56, 59-60, 70-75, 97-99 and 101-106 currently under consideration in 
the present application. All of Claims 34-35, 38-39, 49-56, 59-60, 70-75, 97-99 and 101-106 
currently stand rejected. No claims are currently amended. 

CLAIM REJECTIONS - 35 USC §112 

The Examiner has rejected Claims 34-35,38-39, 49-56, 59-60, 70-75,97-99 and 101-106 
under 35 USC §1 12, first paragraph, as failing to comply with the enablement requirement. The 
Examiner states, "The limitation "laparoscopic insufflator" is not described in the specification 
of this application and/or the specification of US Patent 6,068,609, incorporated by reference 
according to the introduction section of the specification of this application. The Examiner 
respectfully invites the applicant to provide evidence to support the limitation in question. In 
view of this discrepancy, the Examiner of record will maintain the pending rejections." 

Applicants are pleased to supply the information requested by the Examiner in support of 
the term "laparoscopic insufflator". As stated by the Examiner, the statutory basis for the 
enablement inquiry is Section 1 12, which states, "The specification shall contain a written 
description of the invention, and of the manner and process of making and using it, in such full, 
clear, concise, and exact terms as to enable any person skilled in the art to which it pertains, or 
with which it is most nearly connected, to make and use the same and shall set forth the best 
mode contemplated by the inventor of carrying out his inventions." The Federal Circuit has 
elaborated, "To be enabling, the specification of a patent must teach those skilled in the art how 
to make and use the full scope of the claimed invention without "undue experimentation." 
(GenentecK Inc, v. Novo Nordisk A/S. 42 USPQ2d 101, Fed. Cir. 1997). The disclosure meets 
the enablement requirement even if a "reasonable" amount of routine experimentation is 
necessary in order to practice the claimed invention, as long as such experimentation is not 
"undue". ( Enzo Biochem. Inc, v. Calsene. Inc. 52 USPQ2d 1129, Fed. Cir. 1999). 
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"Whether claims are sufficiently enabled by the specification is determined as of the 
filing date of the patent application." ( Enzo Biochem . 231 USPQ 81, Fed. Cir. 1986). 

Therefore, the question becomes whether the meaning of the term "laparoscopic 
insufflator" would be supported when the claim is read in light of the specification by one of 
ordinary skill in the art. 

"Claim is indefinite under 35 USC §1 12 if those skilled in the art would not understand 
what is claimed when claim is read in light of the specification." (Morton International Inc. v. 
Cardinal Chemical Co. . 28 USPQ2d 1 190, CAFC 1993). This has been stated by the courts in 
another way. "The requirement to "distinctly" claim means that the claim must have a meaning 
discemable to one of ordinary skill in the art when construed according to correct principles." 
(Union Pac. Res, Co. v. Chesapeake Energy Corp. . 57 USPQ2d 1293, Fed. Cir. 2001). Thus, it 
must be determined, using acceptable principals of claim construction, whether the term 
"laparoscopic insufflator" would be understood by those skilled in the art. 

Guidance in proper claim construction technique can be had from the case of Edward H. 
Phillips V. A WH Corporation, et al , 75 USPQ2d 132, CAFC 2005. "Person of ordinary skill in 
the art, through whose eyes patent claim is construed, is deemed to read claim term not only in ^ 
context of a particular claim in which disputed term appears, but in context of entire patent 
including specification." Edward K Phillips v. AWH Corporation, et al , supra. Thus, it can be 
seen that the entire specification can be looked to for aid in construing (finding support for) the 
term "laparoscopic insufflator". 

The Examiner has already mentioned that US Patent No. 6,068, 609 is incorporated by 
reference into the specification of the present application. The Examiner's attention is also 
called to the fact that US Patent No. 5,411, 474 is mentioned under the related art section of the 
present application, and is incorporated by reference in 6,068,609. A review of the entire 
specification would lead one to look at US Patent No. 6,068,609 and 5,41 1,474 to determine the 
meaning of the word "laparoscopic insufflator". 

"To be enabling, the specification of a patent must teach those skilled in the art how to 
make and use the full scope of the claimed invention without "undue experimentation" 
(Genenteck Inc . supra,). Certainly, reviewing two issued United States Letters Patents involves 
no "undue experimentation". Applicant now points out that all of the examples of insufflators in 
the specification of both patents are commercial insufflators used for laparoscopic surgery ('474 
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patent, column 1, lines 35-36; column 1, line 66; column 2, line 4; column 5, line 41). These are 
the Karl Stroz Model 26012 and Snowden-Pencer High Flow Insufflators referenced in the 
specification. 

To sell a medical device, a company must obtain approval from the Food and Drug 
Administration ("FDA") for specific uses. Where a device is substantially equivalent to a device 
that has been previously approved by the FDA, a company files what is known as a 510K 
application with the FDA. When the FDA approves a 510K application, it approves the medical 
device for a specific use. Exhibit 1 comprises the 51 OK database entries from the FDA website 
for the Karl Stroz Model 26012 and Snowden-Pencer High Flow Insufflators. Both devices are 
classified by the FDA as "insufflator, laparoscopic". The applicable regulation for both 
insufflators (Section 884.1730 - attached as part of Exhibit 1) states, "A laparoscopic insufflator 
is a device used to facilitate the use of the laparoscope by filling the peritoneal cavity with gas to 
extend it." Thus, Applicant's use of the term "insufflator" in its specification is precisely what it 
states the term should mean in the claims. 

Further, reference to the specification of the present application, namely at page 1, lines 
17-24, shows that the "insufflator" is used to fill the "peritoneal cavity with gas to distend it". 
This creates a pneumoperiteneum. Thus, as used within the context of the specification, one of 
ordinary skill in the art would know that laparoscopic surgery was the type of surgery that the 
present invention was to be used with and a laparoscopic insufflator would be the type of 
insufflator used. Again, this can be deduced without "undue experimentation". 

Even if the Examiner does not consider either of the above two examples sufficient to 
support the term "laparoscopic insufflator" even if one of ordinary skill in the art looked in the 
proper dictionary one would find that the term "laparoscopic insufflator" is supported. "We have 
frequently stated that the words of a claim "are generally given their ordinary and customary 
meaning". { Toro Companvv. White Consolidated Industries. Inc 199 Fed. 3^^ 1295, Fed. Cir. 
1999). We have made clear moreover that the ordinary and customary meaning of a claim term 
is the meaning that the term would have to a person of ordinary skill in the art in question at the 
time of the invention (Edward K Phillips , supra). The Court of Appeals for the Federal Circuit 
has stated, "Although we have emphasized the importance of intrinsic evidence in claim 
construction, we have also authorized District Courts to rely on extrinsic evidence, which 
"consists of all evidence external to the patent in the prosecution history, including expert and 
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inventor testimony, dictionaries and learned treatises." ( Marhnan v. Westview Instruments. Inc. . 
52 F.3d 980, CAFC 1995). "We have especially noted the help that technical dictionaries may 
provide to a court "to better understand the underiying technology" and the way in which one of 
skill in the art might use the claim terms because dictionaries, especially technical dictionaries, 
endeavor to collect the accepted meaning of terms used in various fields of science and 
technology. Those resources have been properly recognized as among the many tools that can 
assist a court in determining the meaning in particular terminology to those skilled in the art of 
the invention." (Edward H. Phillips , supra.) 

Thus, one of ordinary skill in the art seeking to determine the meaning of the term 
"laparoscopic insufflator" may look to a technical dictionary if there were no other definition in 
the specification. Since we are dealing with the medical field, Steadman's Medical Dictionary, 
26*^ Edition, is a recognized authority in the field. A copy of the definition is attached hereto as 
Exhibit 2. As can be seen the term "insufflator" is defined as "an instrument used in 
insufflation". Insufflation is defined as "the act or process of insufflating". "Insufflate" is 
defined as involving the injecfion of carbon dioxide into the peritoneum to achieve - 
pneumoperitoneum during laparoscopy and laparoscopic surgery. One in the medical field 
would know that during laparoscopic surgery, a laparoscopic insufflator must be used to create, 
the peritoneimi. Thus, whether taken singly, jointly or collectively, the term "laparoscopic 
insufflator" is supported in the specificafion and thus, the written description requirement under 
35 use § 1 12 is met and the present application is allowable. 

Since none of the art previously cited has a laparoscopic insufflator, the Examiner is 
asked to remove the pending rejections, and allow the present application. 
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In view of the above amendments, and the remarks explanator)^ thereof, a favorable 
reconsideration of the present application, and the passing of this case to issue is courteously 
solicited. If the present amendments have not placed the application in condition for allowance, 
a telephone interview is requested to expedite the prosecution. 

Respectfully submitted, 
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(Code of Federal Regulations] 
[Title 21, Volume 8] 
[Revised as of April 1, 2004] 
[CITE: 21CFR884-1730] 



TITLE 21~F00D AND DRUGS 
CHAPTER I — FOOD AND DRUG ADMINISTRATION 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 
SUBCHAPTER H - MEDICAL DEVICES 


PART 884 — OBSTETRICAL AND GYNECOLOGICAL DEVICES 

Subpart B — Obstetrical and Gynecological Diagnostic Devices 
Sec. 884.1730 Laparoscopic insufflator. 

(a) Identification. A laparoscopic insufflator is a device used to 
facilitate the use of the laparoscope by filling the peritoneal cavity 
with gas to distend it . 

(b) Classification, (1) Class II (performance standards). 

(2) Class I for tubing and tubing/ filter kits which include accessory 
instruments that are not used to effect intra-abdominal insufflation 
(pneumoperitoneum) . The devices subject to this paragraph (b) (2) are 
exempt from the preraarket notification procedures in subpart E of part 
807 of this chapter, subject to the limitations in § 884,9. 

[45 FR 12684-12720, Feb. 26, 1980, as amended at 61 FR 1124, Jan. 16, 
1996; 66 FR 38809, July 25, 2001] 
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inntb cib, 


•cardiaci,sYNheait/fl//i<rcG):/ . • . . » - . 
dtironic adreniDcortical i.» adrenocortical i. usually the result 
* of* idiopathic atrophy or destruction of both adimial. glands by 
tuberculosis, an autoinunune process, or other diseases; charac> 
terized. by fatigue, decreased blood pressure; weigjit loss, in- 
creased molanin pigmentation of the skin : and : mucous mem- 
branes, anorexia, and nausea or vomiting; without 'appropriate 
replacement thera^, it can progress to ..acute adribnocortical- i. 
. SYN. Addison's disease, addisonian syndrome, hyposupradrenal- 
ism, morbus AddisoiiiL ; . , . . . . 
convergence t, that condition in which an esophoria or esotropia 
is morie marked for far vision than fogr near vision, 
coronary. L, inadequate coronary circulation leading to anginal 
paia- SYN ceronarism (1). ■ ' 

divei^^ce 1^ that condition in which an exophoria or exotropia 
is more marked for near vision than for far vision, 
esopine paincreatie t, lack.of exocrine secretions of pahct^, 
due to des&iiction of acini; usually by chronic pancreatitis; lack 
of digestive enzymes IBrom pancreas results, in diarrhea - u^ally 
fatly (steatqirfaea) because of lack of pancreatic esizymes,:, • 
hepatic .t, defi^ve functional activity, of ihe liver cells, r 
Jateni adrenocortScal adrenocortical i. not clinically evident 
but ^Kiiich catn become severer if a sudden stress, such as an 
iiitercurrent acute illness, develops, 
mitral L, see valvular i. 

muscular L, failure of any muscle to contract with its normal 

force, especially such failure of any of the eye muscles. 

nayocardiaJ i., SYN heart J5zi/ttre (1). ... 

parathyroid i., syn hypoparathyroidism. 

partial adrenocortical i, normal basal adrenocortical function 

widi failure of adrenocortical reserve to respond to AClHistimu- 

latiorL ■ - 

piHmary adrenocortical L, adrenocortical i. . caused by diseaise, 
• destitictiori, or surgical i^moval of the adrenal cortices, 
pulmonary i., see valvular L 

pyloric i;, pitiilousness of the pyloric outlet of the stomach, 
allowing regurgitation of duodenal contents into the stomich. 
renal i, defective function bf thfe iddneys, With accumulation of 
waste products particularly nitrogenous) in the blood, 
re^iratdry L, failure to Adequately provide oxygen to the cells 
of the body arid to remoVfe excfcss c^boa dioxidie fiom thern. ■ 
secondary adrenocortical achenocortical i: caused by failure 
ACIH secretion resulting firiom ant^ot pituitary discfase'or 
inhibition of ACTH production resulting from exogenous steroid 
tfierapy. ' 

thyroid L, subnormal secretion of hormones by the thyroid 

gland. SEE ALSO hypothyroidism.' 

tricuspid L, see valvular i. 

uto'ine L, atony of the uterine inusculatuip. 

valvular L, SYN valvnlar re^Kr^Torio/i. 

y^pharyngeal i^ anatomical or functional deficiency in the 
soft palate or superior constrictor muscle; resultirig in th^ inabil- 
ity to achieve yelopharyngeai closure, 

venous L, inadequate drainage of venous blood from a part, 
resulting in ederxia or dermatosis. 
m^suiT-flate (in-sfif^at). M^y involve injection of carbon dioxide 
into the peritoneum to achieve pneumoperitoneum during lapa^ 
roscopy. and laparoscopic surgery. [L. in-si^, to blow on or 
into] * ■ ; 

iq suf fla-tibn (in-siif-la'shun). 1. The act or prpcess of insufflat- 
ing. 2. SYN.ir»halant<3). - , • ' 
perirenal I,, an obsolete technique, involving injection of air or 
carbon dioxide, dbout the kidneys for radiography of the adrenal 
gl^ds. . ^. . 

in suf-fla-tor (in'siif-la-ter). An instrument used in insufflation. 

in-sn la, gen. and pi. in su llae (in'su-la, -le). 1 [NA]; An oval 
region of the .Cerebral* cortex ovwlying the extreme' capsule, 
lateral to the lenticular nucleusT^ buried in the depth of the fissiira 
lateralis cerebri (sylvian fisistrtc)^ syn insular area, iriSular cortex, 
island, of ReiL 2. syn island. 3. Any circumscribed bddy or 
patch on the skin. [L, island] 


Mailer's a doubling of the thoracic duct for part of its course 
dffough the thorax, syn Haller's annulus. 

in su lar (in'su-lar). . Relating to any msula, especially the island 
of Reil. 

in su-late (in'siS-lat). To prevent the passage of electric or radiant 

energy by the interposition of a nonconducting substance. .[L 

insidatus, made like an island] 
in su la-tioiii (in-sii-la'shun). 1. The act of insulating. 2, The 

nonconducting substance so used. 3. The state of being insulated, 
in-su-la-tor (in'siS-la-tcr). A nonconducting substance used as 

insulation. 

in sui llin (in'sd-lm). A polypeptide hormone, secreted by beta 
cells in the islets of Langerhans, that promotes glucose utiliza- 
tion, protein synthesis, and the formation and storage of neutral 
lipids; obtained from various animals and available in a variety 
of preparations, i. is used parenterally in the treatment of diabetes 
mellxtus. [L. insula^ island, + -in] 

biphasic L, the specific antidiabetic principle of the pancreas of 
the ox in a solution of that from die pancreas of the pig. 
globin L, SYN regular i. 

e^obin zinc L, a sterile solution of I modified by the addition of 
zinc chloride and globin; it contains 40 or 80 units per ml; 
duration of action is about 18 hours. 

human L, a protein that has the normal structure of L produced 
by the human pancreas, prepared by recombinant DNA tech- 
niques and by semisynthetic processes. 

immunoreactive I (ERI), fliat portion of i. m blood measured by 
immunochemical methods for the hormone; presumed to repre- 
sent the free (unboimd) and biologically active firaction of total 
blood i. 

isophane a modified form of i. composed of i.. protamine, and 

zinc; an intermediately acting preparation used for the treatment 

of diabetes mellitus. syn NPH i. 

lente L, syn insulin zinc suspension. 

NPH L, SYN isophane i. [Neutral Protamine Hagedom] 

protamine zinc i., i, modified by the addition of protamine and 

zinc chloride; it contains 40 or 80 units per mL 

regular t, a rapicUy acting form of L which is a clear solution 

and may be adrninistered intravenously as well as subcutaneous- 

ly; may be mixed with longer acting forms of i. to extend the 

duration of effect Onset of effect occurs in !^ to 1 hour, peak 

effects are observed in 2 to 3 hours, and the duration of effect is 

about 5 to 7 hours, syn globin L 

semilente syn prompt insulin zinc suspension, 

ultralente L, a form of zinc precipitated L in suspension in which 

the particle size is large, and thus release into the' bloodstream 

after subcutaneous injection is slow; it can be mixed with other 

i.'s having different particle sizes to achieve different duraticms 

of activity. Can be derived from porcine, bovine, or genetically 

engineered human type. 

fln su-U ne mtaL (in'su-li-ne'me-a). Literally, insulin in the ciicu- 
latmg blood; usually cormotes abnormally large concentrations 
of insulin in die circulating blood, [insulin + G. haima, blood] 

In su-Iin o gm e sis (in'stt-lin-6-jen'e-sis). Production of insu- 
lin, [insulin + G. genesis, production] 

in su lin o gen ic, nn su-Io gen ic (in'sfi-lin-o-jen'ik, in'sii-16- 
jen'ik). Relating to insulinogenesis. 

in su limo ina (in'sii-li-no'mS). . An islet ceU. adenoma that se- 
cretes insulirL syn insuloma. 

in su li-tis (in'sQ-irUs), Inflammation of the islands pf 
Langerhans, with lymphocytic mfiltration which may result ftom 
viral infection and be the initial lesion of itisulin-dependent dia- 
betes mellitus. [L. insula, island, + -itis, inflarrunation] 

in su lo ma (in-sfi-Io'ma). syn insulinoma. [L. insula, island, + 
-oma, tumor] 

in sult (in'sttlt). An injury, attack, or trauma, [LL. insultus, fr L. 

irLm//:c7, to spring upon] 
in sus cep ti'bill l-^ (in'siJ-sep'ti-bri-le). . syn immunity. [L. 

suscipio, pp. -ceptus, to take lipon one, fr. sub, under, + capio,:to 

take] 

fint cib- Abbreviation for L, inter cibos, between meals. . 


